Utpninghwlwl wunnpn2dwl pGunmwynpnid 3S

Unpnuwyyhpniu hhyjwunnipjniu (COVID-19)

Uju thwunwpninpp yunwupiwinid E SARS-CoV-2-h, npt wyt Yhpniut E, np wpwowgunid £ COVID-
19, hwjwdwpudhtubph jud ukpnjnghwjut phunwynpldwt Jepupbpu) hwdwhialh npyng
hwpgtpht: Yuplnp k tok), np wyu mEntjuwnynipiniup Ythnpjugh b jqupgqutw, ntunh hwdwpwlh
pupdugnidubpnh hwdwp whywydwb oginytip SARS-CoV-2-h unnniquwt yEpupkpju wjuwyhuh
ntuniputitinhg, hisyhuhp tu FDA -h (UYI) bop:

1.0 pu k wnwuppbpnipiniup ukpninghwljwt punh b wjupwnnpnohs phunh dhel:
Utpninghwljwt ptuntpp skt wpunnpnonid COVID-19 wljinhy Jupuljp, puyg Jupnng
wnbnklnipmniutbp ) bwpojhunud niubgus Jupwlh yepupkpjug: fputp wpjut uinnignidubp b,
npnip unnignid G uyhnwlnigubph (hwlwdwpdhutibph) wnjwnipiniup, npntp qupquind Eu
dwpdunid, tpp dwpdhtp wpdwquupnid £ Jupuljht: Uhspbn, whinnpnohs phuntpp dnjkynyught
phuwnbp ki, npnug dwdwiuwl hhdttwjuwiunid ogqirnugnpdynid L jwpnpuwnnp dbpnrn, npp hwjnuh L
wn hdbpuquyht onpujujub nkwljghw (MTY) wiuntuny, npp hwynbwpbpnud £ htug Jhpniuh
ghubnhluljut Wynipp: Uju phuntpp jupnn b whinnpnot] wljnhy qupuljatpp’ unynpupwp pphg
Yud Ynlynpnhg Jpgws puniyh tlnigh dhongny:

2. Nppw 't dudwiuly £ huplun]np, np Jupulpjws whap hwludwpdhbbibp qupqugih:
Unynpwpwp dkhg Eptp owpwpe £ nbnud, thush COVID-19-ny hhwunutiwnig htwnn nplik wdh
opquithqup hujudwpdhttp wnwowguh, npny dwpnljuig Unwn Jupnn k unythull wdbih tpunp
nlit: Yupudwsd dupgnt qupuljybnt b phunuynpdw dwdwbwlhg, ubpninghwljwb ptuwnp jupnn k
huljudwpuhtutp shwjnbuwptpt) COVID-19-ny wjjuw wwhht Jupuljjwus wudh dnwn:

3. Ziupuyn p k ubphninghwlwh phun ogunmgnpét), hupniupbplyne hwdwp, ph
wipynp wju wuhht COVID-19 niubd:

Ns: Ukpninghwljwb ptuwnp sh Jupnn npnoky, pk wipnynp nonip ukplju yuwhht COVID-19 nitkp. wju
phuwnp swthmd £ hwlwdwpdhutbpp, npnup gnyyg Et tnwhu, np dwpdhtip wmpdwquiptk) £ hpniuhpt,
puyg sh Juipnn bk, pt ju wpnynp wljnpy Jupul: Twpuldwb uyqpiwljub optphl, Epp dwpdhip
ntn hp hUnibughtt uwnwupwub £ junnigniud, hwjudwpdhubp upnn Bu shwynbwpbpyby, htsp
Jwpnn E hwugkgul) Jtns puguuwljut ukpninghwju phunh wpyniuputinh: Ldwbtwybu,
ubipnnghwjwt ptunbtpp Jupnn i npujub (hub], Ept wtdp twpulhtunid qupuyyt) Ep COVID-19-ny
b uEkpjuynidu Jupuljdws sk Jhpniuny: Uy wuwwndwnny, ubpninghwljut phunbpp sybwp k jhpundku
COVID-19 whinnpnotint hwdwp:

4. Upmyn'p ubphnjnghwlwb phunbpp nplk nhypnd oginujuip ki COVID-19-h
whinnpnodwb hwdwn:

Qut niwyptp, npnug dwdwbiwl] jupnn L oguuuljup (huk) ubpninghwjut phunh Jhpupnidp® h
hwybknud whunnpnohs pluwmnh: Gpk nplk dkijh Unwn hbnwqu pupynipmniubp qupqutiut, npntp
Jwpnn Eu juuyyuws (hul) COVID-19-h htkw, ophtiwly* Epkjuwutph dnn puquuhwdwljupg
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poppnpuwjhtt hwdwpnwithop (MIS-C), muyyw ubpnnghwjuwt phunh npuljub wpnynitpp oquh
Juunwpl] wnnpnonudp: Gph nplk dkhp Uh pwtth swpwp nbnnnipjudp COVID-19-h whuinwthpttinitin
nLOkbw, ubpninghwljwh phunt oqguuwlup Yihuh h hwybnt whnnpnohs phunh’ whinnpnontd wikynt
hwdwp: Gpk nplbk wtdh dnn tnk) b wnwbswtitp dh pwtth swpwptbph pupwgpnid, wmuyw
whinnpnouwh hwdwp fupnn b oquuuljup (hik) shfwpubulut uinnignudp h jpugnidi Jhpmuwghb
phutnwynpuui:

5. Npn up kit COVID-19-h hwdwp ubpninghwljui phunbkp witkint wy wungwnbpp:
Uju pluntipti ogqinuugnpédynid tu wytjh juy hwuljwbwint hwdwp, ph hiysybu L dudwmlh
nupwgpnid COVID-19 hwuipnignn yhpniuh tjundwdp huntbwghtt yunwupuwtp qupquinid b
wunqbnt htwpwynp Jqupuljws duppljug phyp jud hwdwdwpwlh mwpusdwb swthubpp:
Bpljupuwdudjtn Yuuipjuspny, ubkpninghwljwb ptuwnp b §hthjujut vnnignidp htwpwynpnipiniu
Y wftih quy hwufwbwg, phwpnynp wbdp, npt wyuphtt) kqupwyhg, Yphht qupuldtne gusp
Juwtigh vl k, Ept tnphg Jhpniuh htwn sthdwt Bupwupldh: Fuyg ubpuynidu nputp skt jupnn dkq
wnw] wyn nyjuubpp: Ukpninghwjut punbtup fupnn b oqul) Ukq twl wydkjht hdwbwg wyh
dwupnljutg dwuht, nypkp gnigk Jupuljdus i tnk), puyg Eppbp wpuwnwthpubp skt niukgl), pwth np
uyn wbdhup tnyuybu whwnp £ hujudwpdhtibp qupgugpus (huk:

COVID-19-h hwdwp ukpninghwljut phunbp wiknt dniu wuwndwnt £ gunubknt dwppljuig, ndpkp
huljudwpuhtutp b qupqugpt) b jupnn B padupupt] wpnit tdhpwptpbint wuhwbeubpht, npp
Jwpnn E oqunnuugnpéyl]’ unbnstint pnidwuiynip COVID-19-ny dwtip hhjwinugus wughtunukph
hwdwnp:

6. Yuiplin p | wipmynp, pk his ukpninghwljwb phun E oqunugnpéiby:

Utuigh b Hnnpuyph Undhuhuinpughwt (FDA) wydd Jbpwtiugty £ uh pwpp ubpninghwjwt phuwntph
Juunwpnpuljutnipniip b pnyjuwnpk] pputg oginugnpénidp Upunwljupg hpudhdwljutph dudwbuly
oquugnpéumb pnyjnynipjudp (EUA). Junphnipy Ewpdnud, np wughbuntbph hwdwp ogrnuugnpéytu
dhwju EUA niikignn pluwntp: b hwybnud, gk ubkpninghwju phunkp, np dudwtwljhtt FDA-h
Ynnuhg poyjunpynid tht Juéwnyy, wydd §npgpty kb wyn hpuynitipp b suytnp Ejhpundto
wughtunutph ptwdhp hwdwp:

7. Gpt hd ukpninghwjut pkunh wpyniupp ppuljwi k, 11u1pn°11 Ed nunupkgub) ntdph
unpt swélynn vhong Ynbkip jud unghwjwljut hknpwynpnipynit wwhuwwibnp:

Ny: Lwith np dkup snitkp ny Uh yhpptwljut nbknkjwwnynipint, npp gnyg k tmwjhu, np COVID-19-h
hwljudwpdhtubp niuktwp hpuntthnbn Ewunwyuginiud jud jutjunid £ wtdh tnphg Jupuyytp,
hwljuwdwpdhtubph ptunh npuljut wpnyniup nitubkgnn dwpnhl whwnp L oupmiwl b quownuyuiky
hpkug b dniubphtt COVID-19-hg: Yw twl ubpninghwljwt phuwnh End npuljut wpyniupubph
httwpwynpnipinil, ntunh wuwhwieynid E, np pnjnpp pwupnibwlEt wtdtwjut gquonywinipyuh
gnpoéwnnypubpp, hiywhuhp k' unghwjulwbh hkpwynpnipjut wwhwywinudp, niphoutph
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onpowljuypnid 1hukihu nidph Yuinpt swsyng Yntjp b hwdwhiwyh dknptpp (Jubwyp, tnyhuly bpk
upwp ukpninghwjub ptunh gpujut wpyniupubp niuk:
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